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DETAILED ACTION 
Claims 1,2,5, 6, 8-21 are pending. Claims 1,2,5, 6, 8-1 1 are 
considered on the merits. Claims 12-21 are withdrawn from consideration as 
being drawn to a non-elected invention. The elected species is "polyamino 
acid". 

Drawings 

The drawings were received on 1 2/28/07. These drawings are 
acceptable. 

Claim Rejections -35 USC § 112 
INDEFINITE 

Claims are rejected under 35 U.S.C. 1 1 2, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

Claim Rejections - 35 USC §103 
Claims 1 , 2, 5, 6, 8-1 1 remain rejected under 35 U.S.C. 103(a) as being 
unpatentable over US 5,397,479 [IDS] in combination with Maeda eta/. [U] or US 
6,673,629 [A] or Danon [V]. 

The claims are directed to a method of producing a platelet rich plasma 
from blood comprising: 

adding a water soluble polyamino acid which is a homopolymer to the blood 

thereby sedimenting the red blood cells in the blood, 

separating the sedimented red blood cells and the platelet-rich plasma. 

US 5,397,479 disclose a method of separating red cells from blood 
comprising adding aggregators of red cells such as polysaccharides or proteins 
to the blood (col. 1 , I. 60). Specifically disclosed protein aggregators are 
fibrinogen, gamma globulin (col. 2, I. 29). Also disclosed is the criticality of the 
concentration of the aggregator used in the sedimentation method (col. 3, Is. 
1 -1 9). The supernatant contains both the platelets and the leukocytes in 
plasma (col. 4, I. 39). 
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Maeda eta/., disclose that polyglutamic acid is an aggregator of red cells 
(abstract). Also disclosed is the criticality of the molecular weight of the 
polyglutamic acid used in the method in that a polyglutamic acid with a mw of 
8,000 inhibited aggregation, while a mw of 20,000 accelerated the rate of 
sedimentation. 

US 6,673,629 discloses that polycationic compounds, in particular 
polyhistidine are aggregators of red blood cells (col. 6, I. 66). 

Danon disclose that pLys is an agglutinator of red cells. Also disclosed is 
the criticality of the molecular weight of pLys and the criticality of the 
interrelationship of the chemical nature of the polybase and the molecular 
weight of the polybase (page 289). 

The substitution of polyglutamic acid or polyhistidine or polylysine or any 
polycationic peptide for the aggregator in the method of US 5,397,479 would 
have been obvious because Maeda eta/, or Danon or US 6,673,629 disclose 
that these compounds are aggregators of red cells. This is considered to be the 
substitution of equivalents known in the art for the same purpose, that is, red 
cell agglutination/aggregation. 

One of ordinary skill in the art would have been motivated at the time of 
invention to make this substitution in order to obtain the results as suggested 
by the references with a reasonable expectation of success. The claimed 
subject matter fails to patentably distinguish over the state of the art as 
represented by the cited references. Therefore, the claims are properly rejected 
under 35 U.S.C. § 103. 

Response to Arguments 

Applicant's arguments filed 11/21 /07 have been fully considered but 
they are not persuasive. 
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Applicants state that the primary reference of Kass eta/, does not 
disclose obtaining PRP by accelerating the sedimentation of RBCs. Please see 
US '479 col. 4, I. 39, where it is stated that the plasma after agglutination of the 
RBCs contained leukocytes and platelets. The claimed method does not have 
an subsequent steps after separating the red cells which have been aggregated; 
therefore, the method steps of the reference would produce the same product 
as the method steps of the instantly claimed method because the steps are the 
same. A plasma which has been enriched in platelets as well as leucocytes as 
disclosed in US '479 is the product of the process as disclosed. In example 7 
of the instant application, the only step disclosed is the addition of the 
polyamino compound to whole blood and allowing the RBCs to settle. The 
supernatant appears to be called platelet rich plasma. This is the same product 
as produced in US '479. It is merely that US '479 is more interested in the 
leucocytes in the supernatant rather than the platelets which are also inherently 
present. The steps of the method are the same and the product is the same, 
merely called different names. 

Cited as being of interest but not against the claims at this time is 
Katchalsky et a/. [U] who disclose that polybases such as polylysine 
hydrobromide, polyornithine hydrochloride, polyarginine sulfate are 
agglutinaters of erythrocytes, while polyacids such as polyaspartate sodium, 
polyglutamate sodium are not. 

Conclusion 

THIS ACTION IS MADE FINAL Applicant is reminded of the extension of 
time policy as set forth in 37 CFR 1 .1 36(a). 

A shortened statutory period for reply to this final action is set to expire 
THREE MONTHS from the mailing date of this action. In the event a first reply is 
filed within TWO MONTHS of the mailing date of this final action and the 
advisory action is not mailed until after the end of the THREE-MONTH 
shortened statutory period, then the shortened statutory period will expire on 
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the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .1 36(a) will be calculated from the mailing date of the advisory action. In 
no event, however, will the statutory period for reply expire later than SIX 
MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications 
from the examiner should be directed to Sandra Saucier whose telephone 
number is (571) 272-0922. The examiner can normally be reached on Monday 
through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, M. Wityshyn can be reached on (571) 272-0926. The 
fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see 
http://pair-direct.uspto.gov. Should you have questions on access to the 
Private PAIR system, contact the Electronic Business Center (EBC) at 866-21 7- 
9197 (toll-free). 




"Sandra Saucier 
Primary Examiner 
Art Unit 1651 



